Product: / Mpoayicr: Mucofalk® Orange, granyies, 3,25gl5g,5¢ of granules in the sachet; for 20

sachets in a cardboard box with Ukrainian labefling

Myxopansk Anenbeny, Tpavyni, 3,25 /51, ng 5 TTPanyn y naeri; no 20 naxerip

¥ kapronuiit kopabuyj 3 MARKYRENHIM yRPATHCEKOIO MOBOIO

Balch No.: / Hapria Ne: L23370A
Batch release dage: /

Hara sunycuy cepir: Oﬂ. FEB, 2024

Manufacturing date: / 10.2023

Hata rupotuures;

Expiry date: / Npsaaruwi go: 10.2028

Batch size: / Poswip cepii: 4587 packs / 4587 ymakonox

Registration number ig Ukraine: ¢ UA/GL04/01/01 from 05.12.2018 unlimited /

Peecrpauiitue NOCRIfAueHHS 3 UA/6104/01/01 niz 05, 122018 6escrporone

Ykpaiui

Strength/Poteney: / I sachet (5 g granules) contains: Ispaghula husk (Planiago ovata Farssk., seed shells,
Cuna nit’Axtupiicrs: ground)-325¢

tmaker (5 r TPAHYJT) MiCTHTh: Ispaghula husk {#yara macings NOTOpOM UK

Plantago ovata Forssk.)-325r

Test / Tecryenurs napamerp Specification / Cocuagiasia

beige coloured granules with brown particles of the epidermis
and the collapsed adjacent layers removed from the dried ripe
seeds of Plantago ovgta Forssk,

Tpastynu Gexeaoro KOMLODY 3 KOPUYHEBIMY UACT AN
eniaepaticy Ta IIpHRErnnx a3pyitnosanyx wapin, anaTHx 3
BUCYLIEHOrO 3pinoro Hacinng nonopoxckitka Plantage ovata
Forssk.

aromatic smell of orange
APOMATHIH 3a18X AnenscHia
335-45(5% suspension)

Appearance

3onHiwni BT

pH

{(Ph. Eur.* 22.3)

3,5-4,5(5 % cycnessis)
. Dapm, * 2.2 33

Loss on drying

(Ph. Eur.* 22.32)
Bypati npy BHCYIUYBAHH]
{Esp. Dapy, * 22352
Uniformity of mass
(Ph. Eur.* 29,5
Ounopignicrs amen
(Esp. Dapn. * 2.0.5)
Swelling power

{Ph. Fur* 2.8.9)
3naruicrs jo Habyxanwsn

Eop. Papu, * 2.8.4)

£5% (I hour, 105 °C)

=5% () ron, 105 )

218/20:5g%75
200205415 9

= 18/20 5r3 7.3 %
20020 Srx159

%
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Result /
TMocnsmanus

conforms
Bianorigae

conforms

Bifnositae

3.8

conforms
conlorms
BiANOBI A
BiINORBi A8
40

40

uaproved on 14,67 2022
Bateh number: 1 233704
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w1 Ay




Identification
{Ph, Bur.*)

Lnenwradirauin
(Cop. dapar, )

Microbiglogical quality
{(Ph. Bur.* 2.6.I2/2.6.13/2.6,31)

Mixpoionoriuna TIETOTE
(Cap. Dapp*
2.6.12/2.6,13/263 1y}

*

actual valid version

* Zilcua peRaxuiy

The results meet the specification.

Specification / Crieunditcayin

1. Ispaghula husk conforms to the macroscopical
characteristics according to Ph. Eyr,*

i~

according to Ph, Eur,*
3. Performing TLC analysis according to P, Eur.#®,
identification C, tspaghulz husk shows the orange pink

galactose similar in position and colour to the zones in the
chromatograms obiained with reference solutions

- Ispaghula husk SAN0BOALHAE MAKPOCKOTIYK]
XAPAKTEPUCTHRY Bilnorinue 1o Cap. @.*

2. Ispaghula husk JALOBONELHAE MIKpOCKonivHi
XAPAKTEPHCTIRH BignoRigRO 10 Cap, O.*

- Hpa wurosani THIx aHanizy Bianosizne uo Cap. & *
InenTudirauis C, Ispaghula husk gae noMaparvesi Ta
POiKkesi 30111 apaBincar | KCHTO3H, @ TaKosC MORTY 305y
PAIAKTO3H, 102i6H] 3a nonewenm | KDRhOPOM A0 30K Ha
ADOMATOrpAMMAX, OTRHMAHHX 118 peg EPEHTHHX PO3vMIlin

TAMC: £ 105 CFU/g

TYMC: < 10' CFLyg

bile-lolerant gram-negative bacteria: < 10° CFU/g

E. coli: absent/g

Salmonella: absent/25 o4

(limits according to Ph. Bur.* 5.1 -8-C, with closer Jimit of

10 Cfu/g for Bile-tolerant Bram-negative bacteria {{imit as

befare established according to Ph. Eur. 5.1.4, Cat4B)

L

3araneua xinexicrs §a eTepiff {TAMO): < 105 KVO/r
Jaransiia Kiiskicts rpusis (TYMC): < 104 KvOrr
Tonepantai e wosyi ThaM-Herarusni Gaxrepii: < 10 Ky O/
Bincyryiers Ecolis | ¢

Bincyrricts Salmonelia g 23

(nimiry Bimoninuo no Bp. ®.* 5,1.8-C 3 Binpy Onusnkm
adiniToM < 107 Ky Oy Al TONEPAHTHKHX X0 wopy] rpass-
HETaTHBHuX GaxTepiil {panile givir Dva mxasanuii sriguo
€8p.P. 5.1.4, Kar. 4BY)

Peayavtary sinnosinaom, criemdhikan;i,

Remarks: s
IMparitka: 573

Mueosalk Orange (LA
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- Ispaghula husk conforms to the nricroscopical characteristics

zones of arabinose and xylose as well as the yellow zone of

T

Resuft /
Mocunanus
conforms

conforms

conforms

Binfnosigae

Binnosinae

BiAnosinae

conforms
conforms
conforms
conforms
confonns

Bifnosinae
Bianogizae
BIAMOGBIgae
BilncniNae
Bipnosinae

aAppraved on 14.07.2022
Baich number: 1233704
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Manufacturing site: / Bupodming:

Lesan Pharma GmbH / Nozay Papma 'm6X
Otto-Haln-Strasse 13 /
Crro-Xan-[mpacee 13
79195 Neuenburg / 79393 Hoenbypr
Germany / Himewyug

Packaging site and QC. / BupoGnux, BIANORKANK MM

& NEPBHIKE, RTOPHHIE NakyBaIniy Ta KORTpoL

AKOCT:

D<) Losan Pharma GmbH / Tozan Dapma TwbX
Eschlacher Strasse 2 / Fubaxep 1lrpacce 2

79427 Eschbach / 79427 Ewsax
Germany / Hiveuumnua

(] Losan Pharma GmbH / Jlosan Dappra I'mEX
Otto-Hahn-Strasse 13 /
Orro-Xaw-Ulrpacee 13
79193 Neuenburg / 79305 HoenGypr
Germany / Himeaquupa

(J Lindopherm GmbH / Mingodapy TuGX
Neustrasse 82/ Hoflurrpacee 82
40721 Hilden /7 40721 Ximpen
Germany 7 Hiveyuupa

Mucofalk Orange 4043

.MUG_wuﬂgc_‘.\’%DD_?\BEPSl__nmstcr Virsion (9 373 )

Dr. Falk Pharma GmbH

Number of Manufacturing License Losan Pharma Gmb#:
DE BW 0 1_MIA_2023_0015 from 02.02 2023

Homep nitensiv ya Bupodnmireo Josan Dapna I'mBX:
DE BW 0 1_MIA 2023 0015 sin 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DEkBW"OI_'GMP_ZOZ]_OMQ from 15.04.2021 ¢l
14.04.2024

Homep cepTugikary GMP JTosay Dapyaz MubX:
DE_BW_0i_GMP_2021_0169 nix 15.04.202] 10
14,04.2024

Number of Manufacturing License Losan Pharma GimbH;
DE_BW_01_MIA_2023_0015 from 02.02.2023

Hostep nivensiy na supobuuLreo Jlozau Dapma "'MGX;
DE_BW_OI_MIA_ZOA’ZB“OUIS Bin 02.02.2023

Number of GMP-certificate Losan Pharma Gmbli:
DE_BW___OLGMP}O?,I_OEGB from 15.04.2021 )]
14.04.20%4

Homep cepTidixary GMP fosay Dapna CusX:
DE_BW 01 GMP_2021_0168 i 15.04.202] a0
14.04.2024

Number of Manufachaing License Losan Pharma GbH:
DE BW 0 I_MIA 2 023 _0015 from 62,02.2023

Homep niueusiy ya supobunuTEO o33y Papra FMEX;
DE_BW_OIWM]AQ{}BﬁUOI 5 8in 02.02.2023

Number 6f GMP-certificate Losan Pharma GmbH:
DELBW_MOI_GMPEZOZ 1_016% from 15.04.202] 1)
14.04.2024

Honmep ceprrithixaTy GMP Flosay Bapaa IuGX:
DE_BW_0t_GMP_2021_0169 gix 15.04.2021 no
14.04.2024

Number of Manufacturing License Lindopharnt GmbH:
DE NW_03_MIA_2022_0008 from 11.03.2022
Homep niuewsii na BUpoGuuuTEo Minnodapy MusX;
DE_NW_03_MIA 2022 0008 six 11.03.2027

Number of GMP-certificate Lindopharm GmbR:
DE W W_03_GMP_2022 0017 from 11 .03.2022
Honmsep ceprubizary GMP Hingotapm TMeX;
DE_MNW_GB"GMP_2022_G{) 17 Bin 11.03.2023

epproved on [4.07 2022
Borch nember: 1233704

Page 1/1




Bateh refcase of finished product: / Binnosinaneuufi 34
BUITYCK cepil kinuerorg NpogyKTy:
Dr, Falk Pharma GmbH 7 Ip.damsi Dapya 'MEX Number of Manufacturing License Dr. Falk Pharma Gm bH:

Leinenweberstrasse 5 / fattweedepumpacce 5 DE_BW__OI_MIA}OH_OGZG from 17.62.2621
79108 Freiburg / 70108 DpadiGypr Homep nivensit wa BHpOGHIITEO Hp.Danpk Dapma MEX:
Germany / Himeuyuig DE_BW__O!_MIA_ZOQI‘OOZO BT 17.02,203)

Number of GMP-cer (icate Dr, Falk Phasna GmbH:
DE BW ¢ [_GMP_2023 0041 from 02.03.2023
Homep cepThikary GMP Hp.ankk Gapua I MBX;
DE_BW_G])_GMP_ZGE}HOOM Big 02.03.2023

|, the undersignad, certify that the above batch s truly accurate, Thig batch (including packaging/labc]ing) was
produced and subjeeted to quality control in the aboye production unit in compliance with the GMp requirements
established by the local regulatory authority, as weil as with the specifications contained in the marketing autherization
dossier or rade |icense of the manufactyrer country or destination country, if the product is imported, or in the product
specification file for the study drug. The Batch Manufacturing Record, the Baten Packaging Record, and the Batch
Analysis Record have been reviewed angd found to be campliant with GMp,

S, mo mnkyge niﬁnncaacs, 3UCBiNYY, mo BMleHaBeeHa cepin ¢ AOCTOBIPHOTOY HE, Haua cepin POAY KUY Gyna
supoGnena {srmayarouy YHAROBRY/MapkyBanms) i NPOBEACHHIE KONTPONE ¥ AK0cT] HA BHIIE3TaRatOMy BHPOOHEYaMY
BIALIN y nopnil BIANOBINROCTI 3 BMoramy GMP, seranossesumn Micuengm PErYJIATOPHIM Opragom, a Tako ¥
BiaroainnocTi 3 cneuudixauicro, ska MICTHThEH 3 PeecTpauiiitoMy nocse ago TOPTOBIN Nilensit Kpalhu-elpoSmka
abo Kpa'fmx»i.-\mopTepa, HKINO NpoAYKNis imnoproaar-fa, U1 B Jocse crienutikanii ma nperapar pus HOCRimIcy Batoro
nikapenkoro 3aco0y. Mpotokony BUPOSRRUTER, yhakoriy 14 BHAN (318 Gyy TeperaanyTi i Beranconeno ix
Biamonxuicts GMP,

Date and sighature;
Hata ra nigmuc: D¢ Thomas Uhlimann
Qualified Porson

e
/ S CT 2
Dr. Falk Pharma GmbH
Lainemweberstr, 5
9108 Freiburg I, Br, Germany

Mucaialz Orange {LIA) MUG_omngc_\‘»’OEDD*MS? P32_mmaster Version 43 474 Approved cn 14.07 2032

Botch number: 1333704
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AEPIKABHA CJYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAME y m. KHEBI

npop. Hagii Csitnaunot, 3, 02099, ven. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua. Kon EJPIIOY 37079055

BUCHOBOK
Npo AKICTEL BBEICIOr0 B Yrpainy nikapesroro 3aco0y

30.05.2024 Ne 28095/24/26

MYKOPDAILK ANIEJILCHH
(natisenysati nikapeLkoro sacofy srifue 3 pecerpauiinum TIOCRIAYEHI M)
Tpanyan, 3,25 r/5 r no 5 r rpanyn y nareri; o 20 nawerin y xaproumisi Kopodui
(tbopma sunycky, HO3YBAHHY, BHI MAKYBARHS NIKADCLKOTD sacoly)

Homep peectpauiiinoro nocsinuenns UA/6104/01/01 ¢ pox aif peccrpauiiinoro nocrinuenna HeoBMeNe UL

Cepis nikapcekoro sacofy Me L23370A Kinuiicr, Baesenoro sikapesioro sacoGy 3627
BupoGuuk Hp. Pansk Gapma 1'mM6X, Hiveuuwnna
(rradiMenysanse supoGitka nikapchicoro sucoBy, Kpainge noxomienHs)
Boeaeno 8 Vipainy Ipusarue akuioncpue ToBapucrno HATYPDAPM", inen. ron:
24930169

{uadinenysaring 1a kon 3a CAPTIOY faprAsIoT ocobu alo npizsnnie. iM's, no Garskon] Qizmunot
0colH - nignprca, 11 sicue nposcsaimng ta pecerpauitingii nomep obrikonot OPTEH TULACHMKA
neaavkis abo cepis ta nomep nacnopia)

[TpoToxon isyansioro xontposmo sin 30.05.2024 N 1927/4.

3a  peayapraTami

ACPIKABHOTO  KOWTPOMIIO  BCTAIIOBAEHO, likapeokuit  3aci6  pacseno B Yxpainy 3

sigapeuxus 3acobi

Izan SAIBOPHHX

(inidizuns Ta npissmue)

Page 1/1




Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprudixar anasisy

Produet: / Upogyser:

Batch No.: / Tlaprris Ne:

Bateh relesse date: /
Hata punyexy cepil:

Manufacturing date: /
Jara supoduanTea:

Expivy dater/ Tipusarusi go:

Batch size: / Posumip capil:

Registration number in Ukrainag: 4

Pecotpauiiine nocpinsouis g
Yipaiui

Strength/Potency: /
Cvte WV AxTnandioTs:

10:2028
4722 packs / 4722 ynaxkobok

UA/6104/01/01 from 05.12.201 8 unlimited /
UA/6104/01/01 Bin 05.12.2018 Geactpoxose

Mucofalk® Orange, granules, 3,25 g/5 g, 5 g of granules in the sachet; for 20
sachets in a cardboard box with Ukrainian lebelling
Myxodansk Anenascun, rpanyan, 3,25 /5 r, o 5 T rpanyn y naxot; no 20 naxkeris
y KapTongii kopobui 3 MapKxysaiHaM YxPalHeEKOIO MORGIO

L2Z3373A
08 FEB. 2024

16.2023

1 sachet (5 g granules) confains: Ispaghuls husk (Plantago ovata Forssk., seed shells,
pround}-325g
1 nxer {5 rrpagyn) micrars: Ispaghula husk (nysra wacinmg nonopoksmia
Plantapo ovata Forssk.} « 3251

Test / Teeryemuit uapamerp Specification / Coeundixanis Result [
Hocuuauns
Appearance beige coloured granules with brown particles of the epidermis conforms
and the collapsed adjacent layers removed from the dried rips
seeds of Plantage ovaia Forssk.
Soprliusil sarasg Tparyns Sexesoro KONLOPY 3 KOPHYHEBUME HACTKaMH BijnOBiHAE
eninepmMicy Ta npuneriink 3pyRHoBaHKK Wapis, IHITHA 3
BHCYHICHOTO 3pinoro HaciH®s nogopomnmka Plantage ovata
) Forssk.
Qdour | aromatic smell of orange conforms
Banax | apoMaTHY 9anaxs arnelbeHHa sianosinae
pH 3.5-4.5 (5 % suspension) 3.8
{Ph. Eur,* 2.2.3)
pH 3,5-4,5 {5 % cycnensixn) 3,8
(Enp, bapw, * 2.2.3)
Loss on drying £35 9% (1 hour, 105 °C) 4%
(PFh. Bur.* 2,2.32)
Brparm npi sueymysani 5% (1 rog., 105 °C) 484
{Eup. Capig, ¥ 2.2.32)
Unifarniity of mass 218/20:557.5% conforms
(Ph. Zur* 2,9.5) 20205415 % conforms
Qumuopingiers Mack > 18/20 5r+7,5% Bingoni ae
{Cop. Dapn, * 2.9.5) 20720 ST (5% sifnosizae
Swelling power 235 E 42
{Ph, Hur* 2.8.4)
Inarulers A nalyxansy =35 42
(Esp, thapm, * 2.8.4)
Muchfalk Qrange (UA) MUG_orange WO00T_MI2PS1_masier Version 09 174 approved on 14.02.2032

Baseh mumber: 1233734

e A SPES 43" 203 202 otoe




Dr. Falk Pharma GmbH

{Erp. dapm, *)

Test / Toeryenuii napamerp Specification / Cueundirania Result/
Hocnnauns
I‘im'hﬁcit_io“ 1. Ispaghula husk conforms to the macroscopical conforms
{Ph. Eur.%} characteristics according ta Ph. Bur.*
2. Ispaghula husk copfm*ms 1o the microscopical characleristics conforms
acecording to Ph, Bur.¥®
3. Perforniing TLC analysis according to Ph, Bur,®, confpring
identification C, Ispaghula husk shows the orange pink
zones of arabinose and xylose as well as the yellow zene of
galactose similar in position and colour to the zones in the
chromatograms obtained with reference solutions
. I. Ispaghula husk 3anononeHae Makpockoriygi ; 5
Lueirringicais Pag ga P sinnosigac

XAPAKTePHCTHRK RIANOBIHS A0 E8p. (0%

2. fspaghula husk sanosoisise MikpocKomis]
Xapaxrepucrnks sianosigno oo Cpp, GF

3. Tpn wukouad TUX dvariyy aianesiano qo €sp, & ¥
Inenudikawis C, Ispaghula husk xae nomapauuesi ta
powseni 3o apabinosi | KCHNOIM, A TAKOK WOBTY JOHY
raRaKToRH, noaibul sa nonowe AN | KOUMODOM HO 30H Ha
XPOMATOrpAMMAEX, OTPHMaBHX it pehepenTRIX po3uunin

uiHAOBIHRG

aiaronime

Microbiological quality
(Ph, Bur.* 36.12/2,6.13/2.6.31)

MixpoGioanriyaa yucrora
(Erp. Mapy.*
2.6.12/2.6.13/2.6.31)

TAMC: < 10° CFU/g

TYMC: < 10 CFU/g

bile-tolerant gram-negative bacteria: & 10° CFU/g

E. colj: absent/g

Salmoanella: absent/25 g

{limits according to Ph. Eur.* 5.1.8-C, with closer limit of
10? ¢fufg for Bilé-tolerant gram-negative bacteria (limit as
before established according to Ph, Bar, 5.1.4, Cat 4B))

Saramsna kinskiers Gaxrepilt (TAMO): £ 105 KV O#
3aransis Kinexicrs rpubis (TYMC) £ 107 KVO/r
Foiepantni 1o oyl rpam-Heratusul Gawrepils < 10° KYO/r
Bincyrsicrs Beolis 1 r

Bingcyruicre Salimoneta s 25 ¢

{niMitu sinnosinno no Eap. ©.* 5.1.8-C 3 6insly Grmrakud
aiviTom < 107 KYO/r g Tomepatum 2O wonel rpam-
uerarsnepx Gnkrepid (paniue Fimir Syn Brasai 3rinHo

£8pab, 5,14, Kar 4B))

conforms
confarms
conforms
conforms
conforms

siAnoniac
Binnosinae
BiANOHiLac
Bipnonigae
sianokinae

*  gactual valid version

¥ phoua pesakiis

The resulis meet the specification.

Peaynurary sianopimsots cnenndicail

Hemarks:  nfa
TipuMitka:  w/s

Mucofalk Orange (LA}

MUG. prange WO000, M3I2P3]_seaster Version 09 24

Page 1/1

approved o b, 022002
Ratch number: 1233734
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Dr. Falk Pharma GmbH ]

Manufdcturing site: / BupoGuux:

Losan Pharma GmbH / Hoaan Sapaa IMEX
Otto<Hahn-Stragse 13/
Orro-Xan-Ultpaces 13
79393 Neuenburg / 79393 Hoendypr
Germany / Hiveusnna

Packaging site and QC: / BupoBank, BlEnobijanLEuR

28 TIePEHPHE, BTOPRINE NAKYSAHAN Ta KOHTPONS
HROCTE

Losan. Pharma GmbH /JTosan Dapwa MuEX
Eschbacher Strasse 2/ BuBaxep (Hfrpacce 2
79427 Eschbach / 79427 Einbax
Gerinany / HiMeuuie

L3 Losan Pharma GobH / Josan dapsea I'eX
Otto-Huhn-Strasse 13 /
Crro-Xan-IHrpaces 13
79355 Neuenburg / 793935 Hoenbypr
Germany / Hiseaunua

[] Lindopharm GmbH / Thinnodeapm T'uGX
Neustrasse 82/ Holiiurpacee 82
4072} Hilden / 40721 Xinszen
Germany / Himeuusa

Number of Manufacinring License Losan Pharma GmbH;
DE_BW 01 _MIA 2023 0015 from 02.02.2023

Homep niuensii va supofitnarmo Hosay Gapua FpbX:
DE_BW_01_MIA_2023_0015 nix 02.02.2073

Numiber of GMP-cerlificate Losan Pharma GmbH:
DE_BW_01_GMP_202t_0169 from 15.04.2021 tif]
14.04.2024

Howmep cepradixary GMP fosan Dapma TMEX:
DE_BW_01_GMP_202t_0169 nix 15.64.2021 no
14.04,2024

Number of Manufacturing License Losan Pharma GmbH:
DE_BW_01_MIA_2023 0015 from 02.02.2023

Howmep ninensii na BrpoGhnuTae Hosan apya I'vEX:
DE_BW 01 _MIA_2023_0015 six 02.02.2029

Number of GMP-certificate Losan Pharma GmbH:
DE_BW 0! GMP_2021_0168 from 15.04.2021 5ili
14.04,2024

Homep cepruirary GMP Jlosan ®apma MmEX:
DE: BW 01_GMP_2021_0168 sin 15.04.202) no
14.04,2024 '

Number of Manufacturing License Losan Pharma G bH:
DE BW_01 _MIA 2023 001S from 0D2.02.2073

Howep ninewsit ks supoBunureo Aoey Dapma TMEX:
DE_BW_01_MIA_2023_G0T5 sin 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_G]WGMP_2021__;QEG‘D framm 15.04,2021 till
14,04.2024

Homep cepradikary GMP Tosan Dapma TGX:
DE_BW_01_GMP_2021_0169 six 15.04.2021 0
14.04.2024

Number of Manufaeturing License Lindophann GmbH:
DE_NW _03_MIA_2022_5008 from 11.03.2023
Homep srineinil #a supoGauirso Tiunodapm MveX:
DE _NW_03_MIA_2022_0008 siy 11.03.2022

Number of GMP-gertificate Lindopharm GmbH;
DE_NW_03_GMP_2022_ 0017 from 11.03.2022
Homep ceprudirary GMP Hinnodapm MubX;
DE_NW_03_GMP 20220017 six 11.03.2032

approved on 14,007,202

MUG_orange_WO000_MI2P51_master Version 09 /4
Batel number: L23372A

Mucofiilk Grange {lJA)

L

Page 1/1




Dr. Falk Pharma GmbH

Batch relesse of finished product: / Biarioslaannumit s
prnyck cepll kinuenoro npoaylTy:

Dr, Falk Pharma GmbH / Jlp.Dasx Gapua TMEX Number of Manufactuing License Dr. Falk Phaoma ChnbH:
Leinenweberstrasse 5 / Jathiefeputpacce 3 DE BW_01_Mla_2021_ 3020 from 17.02.2021

79108 Freiburg / 79108 dpaliGypr Homep nifeaii v sppotuunTso Kp.danLy thapMa FxEX:
Germany [ HiMeuminiga DE BW_0i_MIA_2021 0020 Bin 17.02.2021

Number of GMP-certifieate Dr. Falk Pharma GmbH:
DE_BW_01_GMP_2023 0041 from 02.03.2023
Honep cepruditary GMP Jp.danuk Dapua [MGX:
DE_BW _01_GMP_2023_0041 5in 02.03.2023

1, the undarsigned, certify thatthe above batch is truly accurdte, This bateh {including packaging/labeling) was
produced and subjected to quality control in the above procuction unit in compiirnee with the GMP requirements
astablished Ly the local regulutory suthority, as well as wilh the specifications contained i the marketing authorization
dossier or trade license of the manufacturer couniry or destination country, if the product s fmported, o7 in the product
specification file for the study drug. The Bateh Manufacturing Record, the PBatch Packaging Record, and the Baich
Analysis Record have been reviewed and found to be complient with GMP.

51, 110 BAKAE THAMCARCA, 3ACHIIHYIC, BI0 BYINEHABEICHA cepis e nogrosipHoTonHOD. Ak cepis npagyruif Gyna
BrpoBagRa (BRTMAION K YIFiGEKy/MapKy Banig) | IIPOBCACHNT KORTIML 1 groori 5 BRIGIreaNoMy BUPOBHHIOMY
BEafin y riosdil giaposignoeri 8 sumorams GMP, scranoprenmHsi MiCHEDMM PEIWIATOPHHM OPTAHOM, & TAKCN Y
sianoehiocti 3i creaudiraiero, aka MicTHTECH B pecoTpadifHOMY A0CHE abo Topranift minensit kpaliu-supobuiia
460 Kpaiuu-iMnopTepa, AKILO HPOAYKUiN IMAOPTOBANA, i B JIOThE ciemshiilill Ba npelapaT KK N0CIIIRKY BRHOTO
afgapesrore sacoy, [IpoToxony SHPOSHNLTER, YIRAKOBKH TA atasisia Gy nepernyTi | poTanopiens i
pignesiggicrs GMP.

Date and signature: i gﬁ%ﬁﬁﬁﬁ gé’é’gf““

JaTa Ta nignyc: : ]
/ m FEB 2024
Dr. Falk Phai GrahH
/ @ Lﬁ!il‘lﬂi"lw&:}af:lg}ti Em

FH10B Fraiburg 0. 8r, Germany

Mueofulk Grange {UA)} MUG_prange, WOBG0_M32P31_muster Version 49 A4 gpproved an 14,07 2422
Batch number; L23372A
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AEPXKIOKCIIYIKBA YKPAIHU
AEPHKABHA CJIIY)XBA 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KMEBI

npos. Hanii Ceimmunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop CIAPIIOY 37679055

BHCHOBOK
PO AKICTL BBEICHOro B YKPaiHy sikapenioro 3acoby

21.11.2024 Ne 61917/24/26

MYKODAJBK ATIEJILCHH

{(HadMenysains nikapcsroro 3acoBy STIANC 3 PEECTPauliEiM TTOCB THeH M)
rpawyin, 3,25 1/5 r o S r rpanya y naxeri; no 20 nakertis y kapronuii xopobui

(hopma BrAyCcKy, LOIYBANHY, BHA GAXyBAUHA NHAPCLKOO 3a500y)

Howmep peectpauiiinoro nocsinuenss UA/6104/01/01 crpok nii peectpanitinoro nocsimstemn HEOOMeKeH I

Cepin nikapesxors sacoby Ne L23373A KinskicTs BueseHoro sikapcbkora sacofy 4722
Bupobusk Ap. sk Papma I'm6X, Hiveuunua
{nubiMeryvasis BupoBHRHKA NIKAPCRKOTO 3000y, KPATHA HOXOIPKEHLIIS)
Baeseno B Yxpaisy Hpuearie akuionepne Topapucrso "HATYPOAPMY, inenr. won:
24930169

(uaitmeitypanns T4 koa 38 EAPFIOY wopraniiof ocoby abo npisamue, iM's, o Garexoni dizsuriol
ocoby - niupuesiy, T Micus TPOKMBAIN T2 peceTpaniitn HoMep O6RIKOBOT KRpTKH MIATHIKA
noAaTKIB afo cepiy ta HoMep hacaopTa)

Mporoikan sizyansuoro xorrpoaio six 21.11.2024 N 4037/5.

3a pesynibTaTaM  AEPXKABHOIO KOHTPONIO BCTAHOBROHO, W0 Jikapcekwd  3aci6 seeseHo B Ykpaiwy 1

HOTPHMAHHAM BHMOT 3aKOHOAABCTRA 0RO 3a663NCUCHAR AKOCT] AIKAPCEKYX 3aC00IE,

Haqm{%}}%%ﬁ _ | Muxona XOJIQAEHKO
-’ti;éggéfoﬁrag;f? 3 (et amec) (ininian Ta npiasmie)
]
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_ " Dr. Falk Pharma GmbH j

Certificate of Analysis / Cepradikar anamizy

Product: / Tponyer;

Bateh No.: / Iaprin Ne:

Batch release date: /
Hara ermycxy cepil:

Munufacturing date: /
Hara supoBumirraa;

Expiry date: / Mpunarr ao:
Batch size: / Posumip cepit:

Registration number in Ukraine; /
Peectpauiitue nocsienns o
Vxpaiui

Suength/Potency: /
Cuna pivAxrusnicrs:

Mucofalk® Grange, granules, 3,25 /5 g, 5 g of granules in the sachet; for 25
sachets in a cordboard box with Ukraindan labelling

Myrothanek Aneascmy, Tpauyny, 325 /S e S o Thawyn y nareri; o 20 naxeria
¥ BAPTOHHIF RopoGui 3 MapxyRatmmy YEPaTHCLROI0 MOB0I0

L23372A
08, FEB, 2024

10,2023

16.2028
4724 packs / 4724 ynaronex

UA/6104/01/0]1 from 05.12.2018 unlimited /
UA/GI04/01/01 5in 05.12,2018 Geactpokone

1 sachet {5 g granules) containg: Ispaghula husk (Plantago avata Forssk., seed shells

ground}- 325 ¢

1 maxet (3 r rpusys) MioTirn: Ispaghula husk (ayars naciuns NOJONOKKERKA

Plantago ovata Forssk,) - 3.25 ¢

Test / Teetyerssit na pamerp Specification ! Creundriranin Result /
Mocunapun
Appearanee beige coloured granules with brown partictes of the epidermnis conforms
and the collapsed adjacent layers removed from the dried Fipe
: seeds of Pluntago ovara Forssk,
Sovuiwuii siraag I'panynn Gemesoro KOREO[Y 3 KOPHURCBHAMU YACTKAMY Binnosinae
suimepnicy va npurermmy 3pYHHOBRRMX WAPHE, SHATHX 3
BUCYNITHOro 3Pin0ro Hacitasn morepoKnHara Plantage ovaia
Forssk, ]
Odour aromatic smell of orange conforms
3anax apoMaTHuil 3anax anennonsa Binnosinae
pH 3.5-4.5 (5 % suspension) 3.8
(Ph. Eur*2.2.3)
pH 3,5-45(5% cyenensts) 3,8
{Erp, Dupw, * 2.2.3)
Loss on drying <35 % (1 howr, 105 °C) 3%
(Ph. Bur* 22,32
Brrparie nipn sleymysanui 5% (1 ron, 105 °C) 3%
{Gup, Mapy, * 2.2.37)
Uniformity of mass Z18/20:55475% conforms
(Ph. Bur.* 2.8,5) 20205p+£15% conforms
Ouniiopinnicrs Maen 21820 Sv:75% siamoninag
{Enp. Papn. * 2.9.5) 2020 Srx15% BinoBinac
Swelling power 235 40
(P Bur.* 244
3uprnicrs pg nabyxanng >33 40
{€op. Capw. * 2.8.4)
Mucafalk Orange (JA) MUG_orange_WO0DD_MIZPS1_master Version 09 g approved o 14.070.2022

oz otr or 7957

Baich number: [,233724

ﬁ
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o)

Dr. Falk Pharma GmbH

(Tcst [ Tearyenuil napaseip Specilication / Caendicaitis Result /

. Fgenaans
I‘f’mtmcim“ 1. Ispughula husk conforms to the macroscopical conformns
(Ph. Eur*) characteristics according to Ph. Bur.®

2, Ispaghula husk conforms to the microssopical characieristics conlorms
astording ta Ph. Bur®
3. Performing TLC analysis according to Ph. Eur.*, canforms
identification ¢, Ispaghuia husk shows the orange pink
zones of arabinose and xylose as weil as the yellow zone af
galactose similar in positfon and colour to the zones inthe
chromatogsams obtained with reference solulions
| ; 5 1. Ispaghula husk saflGBONLESE makpockoningi —
(’étﬂngq:]g;ﬁ[’g;' XapaktepHeTHRY BlAoBiaNe a0 €Bp. P.* HIOBLIRE
C-Bp. M. ) o
2. Ispaghula husk 32a0BONENAE MIKPOGKONTME pinnosime

RAPAKTEPHCTHEA BUINUSIAHO Ko €81, @F

3. Iy nuxonanni TILX ananisy aiznorinso no €np. B ¥,
Lenradicanin C, Ispaghula husk fae nomapanueni Ta
posKeni 30HW apaGiIosH | KCHBO3H, & TAKOIK WOBTY SOHY
PANIAKTOSH, NONIGHI 38 TONCHEHIIM | KOILOPOM RO 30H Ha
XPOMATOPAMMEK, OTPUMAHKR [N PRPEREHTIIX poInpHis

signopinee

Microbiological quality _
(Ph. Eur.® 2.6.12/2.6.13/2.6.31)

MixpoGionorivna HUeToTSE
{(€np. Capm*
2.6.12/2.6.13/2.6.31)

TAMC: < 10¢ CFU/g

TYMC; € 10° GFu/g

bile-tolerant gram-negative bacteria: < 10° CFU/g

E. coli: absent/g

Salmonelia: absonti25 p

(limits according to Ph. Bur* 5.1.8-C, with cleser limit of
10? Cfu/g for Bile-tolerant gram-nogative bacteria (limit 05
befere established according te Pl Bur, 5.1.4, Cat 4B))

Rarmisia kiaskicrs Gaxrepilt (TAMC): < 10° KYO/r
Faransia Kiaekiots rppGin (TYMC): s 104 KYO/r
Toncpantii 10 jkoBYi FpaM-HeraFHBr: GaxTepil: = 107 KV O/r
Bineyruicrs Ecolin i r

Bigeyraicth Saimonellan 25 r

(nivtirn sinnesime go €ap, B 5.1.8-C 3 Oinins Gmasiam
misivem < 107 1KY O/ s TORCPRRTHEX KO JKOBYI FpaM-
verarvenx Gaxrepii (pauiwe gimir Gy pxasauuii 3riano
€ppaP, 5.1.4, Kar. 4BY}

conforims
conforms
conforms
conforims
conforms

sBinosisae
uianosinae
BULIOBELAL
Bianoesigee
signesijae

# geteal valid version

¥ piovs peiaKuEn

The resulls meet the specification.

Peayawrah nianopigaiots cnenpdicaudl

Remarks: n/a
MpiniTea: 143
Mucofalk Crapge (UA)

MUG_ormage_W0OGY_MIZP51,_master Version 69 24

Page 1/1

approved eu 14 07,2022
Bakgh saber: 1233724




Dr. Falk Pharma GmbH

Manufgoturing site: / BrpoBisyk:

Losan Pharma GmbH / Jesan Dapma IMGX
OttovHahao-Strasse 13/
Orro«Xan-Ulrpacce 13
79395 Neusnburg / 79395 Hoenbypr
Germany / Hivenunga

Packaging site and QC: / Bupabuux, vinnosisansust

30 NEPRHHNE, BTOPHRHE NakyBERHS T4 KOHTPONL

HROCTT:

' Losars Pharma GmbH / Nozan ©apma FubX
Bschbacher Stragse 2 / BwuGaxep Hltpacee 2

79427 Eschbuch / 79427 Biubax
Germany / HiMesunia

("] Losan Pharma GmbH / Jigzan Dapma M'MEX
Outo-Hahn-Strasse 13/
Orrg-Xan-lrpaces 13
79395 Nevenburg / 79395 Hoenbypr
Germany / HiMegyuna

[ Lindopharm GmbH / JTisndhapy TmEX
Neustrasse 82/ Hotturrpagces 82
40721 Hilden / 40721 Ximsuen
Gormany / Hiseuyusa

Muizofali Orange (UA)

MUG_srange_WO000_MI2P51_msster Version 09 314

Number of Manufacturing License Losan Pharma GmbH:
DE BW 01 _MIA_2023 0015 from 02.02.2023

Howmep sitgusil va appofnmureo Jlozan apua TMEX:
DE_BW_0: MIA 2023 0015 six 02.02,2023

Number of GMPE-certificate Losan Pharma GmbH:
DE BW_01_GMP_2021_0169 from 15.04.2021 4l
14.04.2024

Howmep ceprrdixary GMP Josar Gapma [aBX:
DE_BW_01_GMP_2021_ 0169 nig 15.04.2021 ro
14.04.2024

Number of Manufacturing Licensé Losan Pharma Gmbi:
DE_BW_01_MIA_2023_0015 from 02.02.2023

HomMep niuensil va supoSuairao Jozay Gapya MMEX:
DE BW_01 MIA_ 2023 0015 8ig02.02.2023

Nuwmber of GMP-certificate Losan Pharma Gmb#H:
DE _BW_01_GMP_2021 0168 fiom 15.04.2021 till
14.04.2024

Homep ceprrizary GMP Jlosan Gapua I'm6X:
DE_BW _01_GMP_2021 0168 8iz 15.04.2021 no
14.04.2024

Nuher of Manufacturing License Losan Pharma GmbH:
DE _BW 01 _MIA_2023_0015 from 02.02.2023

Howep aiuensit na supobummrso Jozan Gapma MMEXC
DE_Bw_01_MIA_2023_0015 5in 02.02.2023

Number of GMP-certificate Losan Pharma GinbH:
DE_BW_01_GMP_2021_ 0169 from 15.04.2021 1ill
14.04.2024

Homep cepridixaty GMP Jlozan Papua MubX:
DE_BW_01_GMP_2021_0169 sin 15.04.202] no
14.04.2024

Number of Manufacturing License Lindopharm GmbH;
DE_NW_03_MIA_2022_0008 from 11.03.2022
Haoxiep ninensil ka supofanurse JTinaoQapy FmoX;
DE; NW_03_MIA_2022 0008 ain 11.03.2022

Number of GMP-ecrtificate Lindopharm GmbiL:
DE_NW_03_GMP_2022_0017 from 11.03.2022
Hownep ceprodiikaty GMP Jinnodapy TmEX:
DE_NW_03_GMP_2022 0017 sig | 1.03.2022

approved on 14.07.2022
Bateh numbern: 1233728,
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@ Dr. Falk Pharma GmbH

Batch release of finished product: / Bhurosinanuunit sa
BHIYCK ¢epll Kiuanore npofykTy:

Dr. Falk Pharma GribH / Ap.bansk Papma TuEX Number of Manufacturing License Dr. Falk Pharma GmbH:
Leinenweberstrasse § / NafiupeSepurpacce 5 DE_BW_01_MIA_2021_ 0020 from 17.02.2021

79108 Freiburg / 79108 DpaiiSypr Homep minensil va sapoGraurso Hp.banwk Dapaa X,
Germany / Himersumia DE_BW_0i_MIA_2021_0020 sin 17.02,2021

Number of GMP-certificate Dr. Falk Pharma Gmb:
DE BW_01_GMP_2023 00641 from 02.03.2023
Howmep ceprudisary GMP Jp.Cansx Gapma FubX:
DE_BW_01_GMP_2023_0041 pix 02.03,2023

1, the undersigned, certify that the above batch is truly accurale. This batch (incloding packaging/labeling) was
produced and subjected to quality contriol in the above production unit i compliance with the GMP requiremenis
establisiied by the local reguiarory authority, as well as with the spevifications contained in the markefing authorization
dossier or trade license of the manufacturer country or destination country, if the product §s inported, or in the product
specification file for the study drug, The Bateh Manufacturing Reeord, the Nateh Packaging Record, and the Batch
Analysis Record have been reviewed and found to he compliant with GMP,

A, we rEKye Dinacascs, 3acRTIyIo, 0 BHIENSTCNCHA cepin € AOCTORIPHOTONHOW, T cepis npoayruii Gyas
BHPOBAEHA {BIIOURIONH YNaKOERY/MapKy 8anHn) | nponeaekii KOHTPOLE T AROCTE H BIINSITAARHOMY supuBaHioy
siaial y mosuiit signosinkoet 3 sumoramu GMP, seTalioBNeiuME MicHenm PETYARTOPHAM ORIatoN, 8 TAK0NK ¥
glnnasignocti si cnenrdikaiieo, sk micruTios v peesTpanifinony gockc a6o roprosift lzensy kpalun-anpotuska
260 kpalgs-iMnoprepa, Lo npoayxuis iMNopToBaHa, Y B Aocee ciierMpikanlit na HPeTISPAT A J0CHDKYBAHOTO
rixapeskore sacoly. Tlporokasu snpobiEres, yiaxoskn 1a auaniain Gyau nepeyianyTi | BeTaHoBIGH T}
sixnosigaicrs GMP,

. Ere. Vheozisns Uhlksisen
Date and signature: Qualifisd Person

Hara ta niznuc:
t rsp

(o

_,(/
’ 3 D Falk Pharma Gmbk
@ Leingnweberstr, 5
. 72108 Freiburg | Br, Germany

Mugofilk Omnge (A} MUG_orange WO000_MIZPS1_juasier Versian 09 444 ipproved wn 14,07,2022
Bateh number; 1233724
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JEPKINKCITYKBA YKPATHU
JEPKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

pos. Hagil Ceitnnanot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua, Kog €EMPIIOV 37079055

BUCHOBOK
Npo fKieThL BBe3enoro B YKpainy JikapebKoro 3acody

21.11.2024 Ne 61916/24/26

MYKO®AJIBK AINENLCHH

(HARMEHYREHA NiKapeLKore 3acoby SriaHo 3 peecTpaiiunM MochinucH M)
rpanyJs, 3,25 r/5 r no S r rpanya y nmakeri; no 20 naxerie y kapronunii ropobui

(fropma BunyCKy, KO3YBARBA, DU AaKy Al Nikapeskoro sacely)

Homep peecrpauitivora nocsiguenns UA/6104/01/01 erpok ait peectpanifinoro mocsinuents HeoOMexeHuH

Cepin ntixapenroro sacofy Ne L23372A KimexioTs BBe3eriors Jiixapesxoro sacoby 4724
BupoGix Hp. ampk Dapma F'vbX, Hivewrming
{nalimerysauns BUpOBHHKA NIKAPCLKOTO 3ac08y, KPATHA NOXOIGKEHHS)
Bseszeno » Vrpainy Hpusarine aruionepus ropapucreo "HATYPOAPM", inenr. wcon:
24930169

(HaiiMeuynming ta xonr 3a CAPIICY wpnauwnol geobu afo npisexe, M, no Gaterosi (isnauol
ocodi - NINMPHEMIE, W Micue TpoxXyBaiE Ta peceTpalifingi Rromep 06rikoBOT KapTKY ANATHHKE
nonaTkia 400 Cepis Te HOMC] NACTIOPTA)

[ipoTokoa sizyanewore kenrpomo sig 21112024 N 4037/4,

3a pesynwTaTaMy  ACPKEBHOIO KOHTPONK BOTAHOBIEHO, 1Mo nikapceknl  3aci6 meeseno B Vipalny 3

XOTPHMAHHAM BRMOT 3AKCHONABCTBA M0N0 3a0e3ne4eHNs Sx0CTi Hikape ¢ 2ac0B6is.

Murona XOJIOZEHKO

(nigimc) (Briuiany Ta ppizsMme)
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